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(b) Standard: Completion of patient 
records and centralization of clinical in-
formation. (1) Current medical records 

and those of discharged patients must 

be completed promptly. 

(2) All clinical information per-

taining to a patient must be central-

ized in the patient’s record, including 

whether the patient has executed an 

advance directive. These records must 

be maintained in a manner such that 

each member of the interdisciplinary 

team has access to current information 

regarding the patient’s condition and 

prescribed treatment. 

(3) The dialysis facility must com-

plete, maintain, and monitor home 

care patients’ records, including the 

records of patients who receive supplies 

and equipment from a durable medical 

equipment supplier. 

(c) Standard: Record retention and 
preservation. In accordance with 45 CFR 

§ 164.530(j)(2), all patient records must 

be retained for 6 years from the date of 

the patient’s discharge, transfer, or 

death.

(d) Standard: Transfer of patient record 
information. When a dialysis patient is 

transferred, the dialysis facility releas-

ing the patient must send all requested 

medical record information to the re-

ceiving facility within 1 working day of 

the transfer. 

§ 494.180 Condition: Governance. 
The ESRD facility is under the con-

trol of an identifiable governing body, 

or designated person(s) with full legal 

authority and responsibility for the 

governance and operation of the facil-

ity. The governing body adopts and en-

forces rules and regulations relative to 

its own governance and to the health 

care and safety of patients, to the pro-

tection of the patients’ personal and 

property rights, and to the general op-

eration of the facility. 

(a) Standard: Designating a chief exec-
utive officer or administrator. The gov-

erning body or designated person re-

sponsible must appoint an individual 

who serves as the dialysis facility’s 

chief executive officer or administrator 

who exercises responsibility for the 

management of the facility and the 

provision of all dialysis services, in-

cluding, but not limited to— 

(1) Staff appointments; 

(2) Fiscal operations; 

(3) The relationship with the ESRD 

networks; and 

(4) Allocation of necessary staff and 

other resources for the facility’s qual-

ity assessment and performance im-

provement program as described in 

§ 494.110. 

(b) Standard: Adequate number of 
qualified and trained staff. The gov-

erning body or designated person re-

sponsible must ensure that— 

(1) An adequate number of qualified 

personnel are present whenever pa-

tients are undergoing dialysis so that 

the patient/staff ratio is appropriate to 

the level of dialysis care given and 

meets the needs of patients; and the 

registered nurse, social worker and die-

titian members of the interdisciplinary 

team are available to meet patient 

clinical needs; 

(2) A registered nurse, who is respon-

sible for the nursing care provided, is 

present in the facility at all times that 

in-center dialysis patients are being 

treated;

(3) All staff, including the medical di-

rector, have appropriate orientation to 

the facility and their work responsibil-

ities; and 

(4) All employees have an oppor-

tunity for continuing education and re-

lated development activities. 

(c) Standard: Medical staff appoint-
ments. The governing body— 

(1) Is responsible for all medical staff 

appointments and credentialing in ac-

cordance with State law, including at-

tending physicians, physician assist-

ants, nurse practitioners, and clinical 

nurse specialists; and 

(2) Ensures that all medical staff who 

provide care in the facility are in-

formed of all facility policies and pro-

cedures, including the facility’s quality 

assessment and performance improve-

ment program specified in § 494.110. 

(3) Communicates expectations to the 

medical staff regarding staff participa-

tion in improving the quality of med-

ical care provided to facility patients. 

(d) Standard: Furnishing services. The

governing body is responsible for en-

suring that the dialysis facility fur-

nishes services directly on its main 

premises or on other premises that are 

contiguous with the main premises and 

are under the direction of the same 
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professional staff and governing body 

as the main premises (except for serv-

ices provided under § 494.100). 

(e) Standard: Internal grievance proc-
ess. The facility’s internal grievance 

process must be implemented so that 

the patient may file an oral or written 

grievance with the facility without re-

prisal or denial of services. The griev-

ance process must include: 

(1) A clearly explained procedure for 

the submission of grievances. 

(2) Timeframes for reviewing the 

grievance.

(3) A description of how the patient 

or the patient’s designated representa-

tive will be informed of steps taken to 

resolve the grievance. 

(f) Standard: Involuntary discharge and 
transfer policies and procedures. The gov-

erning body must ensure that all staff 

follow the facility’s patient discharge 

and transfer policies and procedures. 

The medical director ensures that no 

patient is discharged or transferred 

from the facility unless— 

(1) The patient or payer no longer re-

imburses the facility for the ordered 

services;

(2) The facility ceases to operate; 

(3) The transfer is necessary for the 

patient’s welfare because the facility 

can no longer meet the patient’s docu-

mented medical needs; or 

(4) The facility has reassessed the pa-

tient and determined that the patient’s 

behavior is disruptive and abusive to 

the extent that the delivery of care to 

the patient or the ability of the facility 

to operate effectively is seriously im-

paired, in which case the medical direc-

tor ensures that the patient’s inter-

disciplinary team— 

(i) Documents the reassessments, on-

going problem(s), and efforts made to 

resolve the problem(s), and enters this 

documentation into the patient’s med-

ical record; 

(ii) Provides the patient and the local 

ESRD Network with a 30-day notice of 

the planned discharge; 

(iii) Obtains a written physician’s 

order that must be signed by both the 

medical director and the patient’s at-

tending physician concurring with the 

patient’s discharge or transfer from the 

facility;

(iv) Contacts another facility, at-

tempts to place the patient there, and 

documents that effort; and 

(v) Notifies the State survey agency 

of the involuntary transfer or dis-

charge.

(5) In the case of immediate severe 

threats to the health and safety of oth-

ers, the facility may utilize an abbre-

viated involuntary discharge proce-

dure.

(g) Standard: Emergency coverage. (1)

The governing body is responsible for 

ensuring that the dialysis facility pro-

vides patients and staff with written 

instructions for obtaining emergency 

medical care. 

(2) The dialysis facility must have 

available at the nursing/monitoring 

station, a roster with the names of 

physicians to be called for emer-

gencies, when they can be called, and 

how they can be reached. 

(3) The dialysis facility must have an 

agreement with a hospital that can 

provide inpatient care, routine and 

emergency dialysis and other hospital 

services, and emergency medical care 

which is available 24 hours a day, 7 

days a week. The agreement must: 

(i) Ensure that hospital services are 

available promptly to the dialysis fa-

cility’s patients when needed. 

(ii) Include reasonable assurances 

that patients from the dialysis facility 

are accepted and treated in emer-

gencies.

(h) Standard: Furnishing data and in-
formation for ESRD program administra-
tion. Effective February 1, 2009, the di-

alysis facility must furnish data and 

information to CMS and at intervals as 

specified by the Secretary. This infor-

mation is used in a national ESRD in-

formation system and in compilations 

relevant to program administration, 

including claims processing and reim-

bursement, quality improvement, and 

performance assessment. The data and 

information must— 

(1) Be submitted at the intervals 

specified by the Secretary; 

(2) Be submitted electronically in the 

format specified by the Secretary; 

(3) Include, but not be limited to— 

(i) Cost reports; 

(ii) ESRD administrative forms; 

(iii) Patient survival information; 

and
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(iv) Existing ESRD clinical perform-

ance measures, and any future clinical 

performance standards developed in ac-

cordance with a voluntary consensus 

standards process identified by the Sec-

retary.

(i) Standard: Relationship with the 
ESRD network. The governing body re-

ceives and acts upon recommendations 

from the ESRD network. The dialysis 

facility must cooperate with the ESRD 

network designated for its geographic 

area, in fulfilling the terms of the Net-

work’s current statement of work. 

Each facility must participate in ESRD 

network activities and pursue network 

goals.

(j) Standard: Disclosure of ownership. 
In accordance with § 420.200 through 

§ 420.206 of this chapter, the governing 

body must report ownership interests 

of 5 percent or more to its State survey 

agency.

PART 495—STANDARDS FOR THE 
ELECTRONIC HEALTH RECORD 
TECHNOLOGY INCENTIVE PRO-
GRAM

Subpart A—General Provisions 

Sec.

495.2 Basis and purpose. 

495.4 Definitions. 

495.5 Requirements for EPs seeking to re-

verse a hospital-based determination 

under § 495.4. 

495.6 Meaningful use objectives measures 

for EPs, eligible hospitals, and CAHs. 

495.8 Demonstration of meaningful use cri-

teria.

495.10 Participation requirements for EPs, 

eligible hospitals, and CAHs. 

Subpart B—Requirements Specific to the 
Medicare Program 

495.100 Definitions. 

495.102 Incentive payments to EPs. 

495.104 Incentive payments to eligible hos-

pitals.

495.106 Incentive payments to CAHs. 

495.108 Posting of required information. 

495.110 Preclusion on administrative and ju-

dicial review. 

Subpart C—Requirements Specific to 
Medicare Advantage (MA) Organizations 

495.200 Definitions. 

495.202 Identification of qualifying MA orga-

nizations, MA–EPs, and MA-affiliated el-

igible hospitals. 

495.204 Incentive payments to qualifying 

MA organizations for qualifying MA–EPs 

and qualifying MA-affiliated eligible hos-

pitals.

495.206 Timeframe for payment to quali-

fying MA organizations. 

495.208 Avoiding duplicate payment. 

495.210 Meaningful EHR user attestation. 

495.211 Payment adjustments effective for 

2015 and subsequent MA payment years 

with respect to MA EPs and MA-affili-

ated eligible hospitals. 

495.212 Limitation on review. 

Subpart D—Requirements Specific to the 
Medicaid Program 

495.300 Basis and purpose. 

495.302 Definitions. 

495.304 Medicaid provider scope and eligi-

bility.

495.306 Establishing patient volume. 

495.308 Net average allowable costs as the 

basis for determining the incentive pay-

ment.

495.310 Medicaid provider incentive pay-

ments.

495.312 Process for payments. 

495.314 Activities required to receive an in-

centive payment. 

495.316 State monitoring and reporting re-

garding activities required to receive an 

incentive payment. 

495.318 State responsibilities for receiving 

FFP.

495.320 FFP for payments to Medicaid pro-

viders.

495.322 FFP for reasonable administrative 

expenses.

495.324 Prior approval conditions. 

495.326 Disallowance of FFP. 

495.328 Request for reconsideration of ad-

verse determination. 

495.330 Termination of FFP for failure to 

provide access to information. 

495.332 State Medicaid health information 

technology (HIT) plan requirements. 

495.334 Reserved. 

495.336 Health information technology plan-

ning advance planning document require-

ments (HIT PAPD). 

495.338 Health information technology im-

plementation advance planning docu-

ment requirements (HIT IAPD). 

495.340 As-needed HIT PAPD update and as- 

needed HIT IAPD update requirements. 

495.342 Annual HIT IAPD requirements. 

495.344 Approval of the State Medicaid HIT 

plan, the HIT PAPD and update, the HIT 

IAPD and update, and the annual HIT 

IAPD.

495.346 Access to systems and records. 

495.348 Procurement standards. 

495.350 State Medicaid agency attestations. 

495.352 Reporting requirements. 

495.354 Rules for charging equipment. 

495.356 Nondiscrimination requirements. 
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